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DETAILED ACTION 

1. Applicants amendment, filed 12/29/05, is acknowledged. 

Claims 38, 45, 59 and 60 have been withdrawn. 
Claims 1-60 are pending. 

2. Applicant's election with traverse of species group A (an autoimmune disease) and 
species group D (antibody such as MEDI-507), in response to the restriction requirement 
filed on 08/31/05 is acknowledged. The traversal is on the grounds that the subject matter 
of the individual species can be examined together in a single application without imposing 
a serious burden on the examiner. For example, a search of the literature for autoimmune 
disorders would identify systemic lupus erythematosus (as specified in claim 37) as an 
autoimmune disorder. Furthermore, a search of the literature for compounds that modulate 
CD2 would identify compounds such as fusion proteins as well as antibodies, both of 
which may bind to CD2. This is not found to be persuasive because the species of binding 
molecule are distinct because of their different structures and physicochemical properties; 
fusion protein is a protein created through genetic engineering from two or more 
proteins/peptides whereas antibodies react with a diverse range of antigens and possess 
different effector functions. Therefore, these species are distinct and independent, and 
searches for both would place an undue burden upon the examiner. Further, a prior art 
search also requires a literature search. It is an undue burden for the examiner to search 
more than one invention. 

Further, the applicant has not elected subspecies of an autoimmune disease. However, 
instead of sending a notice of non-responsive election, examiner is withdrawing restriction 
on subspecies of autoimmune disease. Therefore, claim 37 is under examination. 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 1-37, 39-44 and 46-58 read on the elected invention and are being acted upon. 

Claims 38, 45, 59 and 60 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected invention. 

3. The title and abstract of the disclosure are objected to. 

Applicant should restrict the title to the claimed invention. A new title is required that is 
clearly indicative of the invention to which the claims are directed. 

The abstract of the disclosure is objected to because it does not adequately describe the 
claimed invention. Correction is required. See MPEP § 608.01(b). 



4. The following is a quotation of the second paragraph of 35 U.S.C. 112: 
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The specification shall conclude with one or more claims particularly pointing out and distinctly claiming 
the subject matter, which the applicant regards as his invention. 

Claims 7, 9-10, 11-12, 31-36, 40 and 53-58 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

A. Claims 7 and 9-12, 53-58 are indefinite and ambiguous in the recitation of "restore", 
because antibody reduces CD2 polypeptide, in the claim context it is unclear what is 
"restored". One of ordinary skill in the art would not be reasonably able to establish the 
metes and bounds of the claimed invention. 

B. Claims 31-36 are indefinite and ambiguous in the recitation of "PASI score", because it 
is unclear to what PASI score of an individual is compared to. There is no standard value 
of PASI score disclosed to which the claimed PASI score is compared. One of ordinary 
skill in the art would not be reasonably able to establish the metes and bounds of the 
claimed invention. 

C. Claim 40 is indefinite and ambiguous in the recitation of "abnormal antigen 
presentation", because it is unclear what "abnormal antigen presentation" refers to. Does 
it refer to abnormal antigen presenting cell or abnormal presentation of the antigen by the 
cell? One of ordinary skill in the art would not be reasonably able to establish the metes 
and bounds of the claimed invention. 



5. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art 
to which it pertains, or with which it is most nearly connected, to make and use the same and shall set 
forth the best mode contemplated by the inventor of carrying his invention. 

Claims 1-37, 39-44 and 46-58 are rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as to 
enable one skilled in the art to which it pertains, or with which it is most nearly connected, 
to make and/or use the invention. 

Specifically, the specification provides insufficient evidence that the claimed method would 
function to treat any autoimmune disorder with any symptoms, comprising administering to 
a subject any CD2 binding molecule. 

The specification disclosure is insufficient to enable one skilled in the art to practice the 
invention as claimed without an undue amount of experimentation. Undue 
experimentation must be considered in light of factors including: the breadth of the claims, 
the nature of the invention, the state of the prior art, the level of one of ordinary skill in the 
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art, the level of predictability of the art, the amount of direction provided by the inventor, 
the existence of working examples, and the quantity of experimentation needed to make or 
use the invention, see In re Wands, 858 F.2d at 737, 8 USPQ2d at 1404 (Fed. Cir. 1988). 

In re Fisher, 427 F.2d 833, 839, 166 USPQ 18, 24 (CCPA 1970) states, The amount of 
guidance or direction needed to enable the invention is inversely related to the amount of 
knowledge in the state of the art as well as the predictability in the art". The " amount of 
guidance or direction" refers to that information in the application, as originally filed, that 
teaches exactly how to make or use the invention. The more that is known in the prior art 
about the nature of the invention, how to make, and how to use the invention, and the 
more predictable the art is, the less information needs to be explicitly stated in the 
specification. In contrast, if little is known in the prior art about the nature of the invention 
and the art is unpredictable, the specification would need more detail as to how to make 
and use the invention in order to be enabling" (MPEP 2164.03). The MPEP further states 
that physiological activity can be considered inherently unpredictable. With these 
teachings in mind, an enabling disclosure, commensurate in scope with the breadth of the 
claimed invention, is required. 

The invention encompasses a method of treating or ameliorating an autoimmune disorder 
comprising administering one or more CD2 binding molecules. Also note that the instant 
specification discloses the CD2 binding molecule to be a peptide, polypeptide, protein, 
fusion protein or antibody that immunospecifically binds to a CD2 polypeptide (page 14 of 
the instant specification). The CD2 binding molecule as disclosed are widely divergent in 
terms of their structure and function. For example a CD2 binding molecule could be 
integral membrane proteins, intercellular proteins, receptors or antibodies, or any other 
protein with a different action on autoimmune disorder. Nizet et. al. (Transplantation. 2000; 
69: 1420-1428) note that anti-CD2 mAbs (i.e. CD2 binding molecules) could have 
functionally opposite effects. Whereas some anti-CD2 mAbs binding to distinct epitopes 
on the CD2 molecule can induce T-cell proliferation, some others can inhibit T-cell 
function. Moreover, the same anti-CD2 mAb might have simultaneous costimulatory and 
inhibitory effects on cell activation (see in particular page 1420, right hand column, 3 rd 
paragraph). Therefore, it seems likely that a CD2 binding molecule that is an effective 
treatment for psoriasis would be unlikely to be effective at treating myasthenia gravis. The 
claims provide no requirements for the specific CD2 binding molecule, but rather recite any 
CD2 binding molecule that treats autoimmune disorder in any mammalian host. 

Further, the method of the instant claims comprises a method of treating any autoimmune 
disorder, which in the instant specification has been described as rheumatoid arthritis, 
psoriasis, myasthenia gravis etc. i.e. any autoimmune disorder (page 25). The 
pathophysiology of each autoimmune disease differs. Also, an effective treatment protocol 
for treating an autoimmune disorder in a subject is subject to a number of factors, which 
enter the picture beyond simply the administration of CD2 binding molecule to the subject. 
Van Noort et al. (International Review of Cytology, 1998) indicate factors that effect 
autoimmune disease such as genetic and environmental factors (see in particular 
abstract). 
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Further, Mestas et al ( J. of Immunology, 2004, 172, pages 2731-238) teach that there 
exist significant differences between mice and humans in immune system development, 
activating and response to challenge in both the innate and adaptive arms (see in 
particular page 2731, left hand column, 1 st paragraph). As therapies for human diseases 
become ever more sophisticated and specifically targeted it becomes increasing important 
to understand the potential limitations of extrapolating data from mice to humans. The 
literature is littered with the examples of therapies that work well in mice but fail to provide 
similar efficacy in humans (see in particular page 2731 , right hand column, 2 nd paragraph). 
Feldman et. al. (Transplant. Proc. 1998, 30, 4126-4127) teach that "while it is not difficult to 
study the pathogenesis of animal models of disease, there are multiple constraints on 
analyses of the pathogenesis of human disease, leading to interesting dilemmas such as 
how much can we rely on and extrapolate from animal models in disease" (see in 
particular page 4126, left hand column, 1 st paragraph). Feldman et. al. further teach that 
in a chronic immune-driven inflammatory response there are a number of pathways that 
become engaged (see in particular page 4126, right hand column, 4 th paragraph) and 
effective therapy in immune inflammatory diseases such as rheumatoid arthritis, will come 
from therapy aimed at several points in the disease pathway (see in particular page 4127, 
left hand column, 2 nd paragraph). 

In view of the lack of predictability of the art to which the invention pertains the lack of 
established clinical protocols for treating an autoimmune disorder, undue experimentation 
would be required to practice the claimed therapeutic in vivo methods with a reasonable 
expectation of success, absent a specific and detailed description in applicants 
specification of how to effectively practice the claimed in vivo methods and absent working 
examples providing evidence which is reasonably predictive that the claimed methods are 
for treating any autoimmune disorder. 

Furthermore, the specification fails to disclose how CD2 binding molecule binds to at least 
25% of the CD2 polypeptide expressed by peripheral blood lymphocytes and still is able to 
treat the disorder. It is also not clear how any autoimmune disease can be treated by 
administering a therapeutically effective amount of CD2 binding molecule when the end 
point should result in CD2 binding molecules binding to at least 25% of the CD2 
polypeptide. Therapeutically effective amount is individual dependent so how can different 
doses result in the same end point. 

Applicant has not provided sufficient guidance and direction as to identify the CD2 binding 
molecule to be employed in the claimed method. Further, applicant has not provided 
sufficient guidance and direction as to identify the mammal or the autoimmune disorder to 
be treated. 

Accordingly, the method as broadly claimed must be considered highly unpredictable. 
Given said unpredictability, the method of the instant claims must be considered to require 
undue experimentation. 
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6. Claim 47, is rejected under 35 U.S.C. 112, first paragraph, as containing subject matter 
which was not described in the specification in such a way as to enable one skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

It is apparent that the hybridoma that produces the LO-CD2 a BTI-322 antibody is 
required to practice the claimed invention. As a required element, it must be known and 
readily available to the public or obtainable by a repeatable method set forth in the 
specification. If it is not so obtainable or available, the enablement requirements of 35 
USC 112, a deposit of the hybridoma, which produces this antibody, may satisfy first 
paragraph. See 37 CFR 1.801-1.809. 

If the deposit(s) ha(ve)s been made under the terms of the Budapest Treaty, an affidavit or 
declaration by applicants or someone associated with the patent owner who is in a position 
to make such assurances, or a statement by an attorney of record over his or her 
signature, stating that the hybridoma has been deposited under the Budapest Treaty and 
that the hybridoma will be irrevocably and without restriction or condition released to the 
public upon the issuance of a patent would satisfy the deposit requirement made herein. 
See 37 CFR 1.808. Further, the record must be clear that the deposit will be maintained in 
a public depository for a period of 30 years after the date of deposit or 5 years after the last 
request for a sample or for the enforceable life of the patent whichever is longer See 37 
CFR 1 .806. If the deposit has not been made under the Budapest treaty, then an affidavit 
or declaration by applicants or someone associated with the patent owner who is in a 
position to make such assurances, or a statement by an attorney of record over his or her 
signature must be made, stating that the deposit has been made at an acceptable 
depository and that the criteria set forth in 37 CFR 1 .801-1 .809, have been met. 

If the deposit(s) was/were made after the effective filing date of the application for a patent 
in the United States, a verified statement is required from a person in a position to 
corroborate that the hybridoma described in the specification as filed are the same as that 
deposited in the depository. Corroboration may take the form of a showing of a chain of 
custody from applicant to the depository coupled with corroboration that the deposit is 
identical to the biological material described in the specification and in the applicant's 
possession at the time the application was filed. 

Further, amendment of the specification to disclose the date of deposit and the complete 
name and address of the depository is required as set forth in 37 C.F.R. 1.809(d). As an 
additional means for completing the record, Applicant may submit a copy of the contract 
with the depository for deposit and maintenance of each deposit. 

NOTE THE CURRENT ATCC DEPOSITORY ADDRESS: 

American Type Culture Collection (ATCC), 10801 University Boulevard, Manassas, VA 
20110-2209 
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If the original deposit is made after the effective filing date of an application for patent, 
Applicant should promptly submit a verified statement from a person in a position to 
corroborate the fact, and should state that the biological material specifically identified in 
the application as filed, except if the person is an attorney or agent registered to practice 
before the Office, in which case the statement need not be verified. See 37 CFR 1.804(b) 
and MPEP 2406. 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this office action: 

A person shall be entitles to a patent unless- 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent granted 
on an application for patent by another filed in the United States before the invention by the applicant for 
patent, except that an international application filed under the treaty defined in section 351(a) shall have 
the effects for purposes of this subsection of an application filed in the United States only if the 
international application designated the United States and was published under Article 21(2) of such 
treaty in the English language. 

Claims 1-12, 24-26, 41, 43, 46, 50-55 and 57-58 are rejected under 35 U.S.C. 102 (e) as 
being anticipated by U.S. Patent No. 6,162,432. 

The '432 Patent teaches a method of treating psoriasis (i.e. an autoimmune disease) 
comprising administering inhibitors of CD2/LFA-3 interactions including anti-LFA-3 
antibody homologs, anti-CD2 antibody homologs) (i.e. CD2 binding molecules) (see in 
particular column 6, last paragraph) in human subjects. Further, the '432 Patent teaches 
administration of inhibitors (i.e. CD2 binding molecule) at a dose between about 0.001 and 
about 50 mg/kg body weight i.e. between 1pg/kg and about 50000 pg/kg body weight (see 
in particular column 16, second paragraph) that is identical to the dose given in the instant 
specification (page 84). The '432 Patent further teaches administering the inhibitor more 
than once (i.e. maintenance therapy) (see in particular column 16, 3 paragraph). Further, 
given that the dose of the '432 patent is identical to the dose of the instant specification, 
under the principles of inherency, if a prior art method, in its normal and usual operation, 
would necessarily perform the method claimed, then the method claimed will be 
considered to be anticipated by the prior art. When the prior art method is the same as a 
method described in the specification, it can be assumed the method will inherently 
perform the claimed process. See MPEP 2112.02. 

The reference clearly anticipates the invention. 

8. Claims 1-13, 17-18, 22-26, 37, 39-43, 46, 48, 52-55, 57-58 are rejected under 35 U.S.C. 
102 (a) as being anticipated by WO 2002/060480 A1. 

WO 2002/060480 A1 teaches a method of treating psoriasis ((psoriatic arthritis) (see in 
particular page 12, line 31)) (i.e. an autoimmune disease) (see in particular page 4, lines 5- 
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6), comprising administering to the subject a CD2-binding agent (see in particular page 3, 
line 21), which is an antibody (see in particular page 4, line 14), followed by monitoring the 
subject for changes in an immune cell population (e.g., T cells, e.g., memory effector T 
lymphocytes. The subject is monitored prior to beginning of treatment, during the 
treatment, or after one or more elements of the treatment have been administered (see in 
particular page 7, lines 1-2). Further, WO 2002/060480 A1 teaches skin disorder (i.e. 
psoriasis) affecting an epidermal or dermal tissue and the subject being a human (see in 
particular, page 7 lines 21-22) and the skin disorder (i.e. autoimmune disorder) 
characterized by increased T cell activity (see in particular page 3, lines 19-20). Further, 
WO 2002/060480 A1 teaches CD2-binding agent administered intravenously (i.e. 
parenterally) or subcutaneously (see in particular, page 8, line 28) and to be human or 
humanized (see in particular page 15, line 29). Further, since about 80% of people with 
psoriasis have chronic plaque psoriasis so it is inherent that this method would treat 
psoriasis that is plaque psoriasis. 

Further, WO 2002/060480 A1 teaches that monitoring can be used to evaluate the need 
for further treatment with the same agents or for additional treatment with additional agents 
(see in particular page 7, lines 2-3). Additionally, WO 2002/060480 A1 teaches sequential 
therapy which involves the use of specific therapeutic agents in a deliberate sequence to 
optimize the therapeutic outcome. The rationale for this theory in psoriasis is that it is a 
chronic disease requiring long-term maintenance therapy (claims 4-12), as well as quick 
relief of symptoms and that some therapies available for psoriasis are better suited for 
rapid clearance while others are more appropriate for long-term maintenance (see in 
particular, page 43 lines 29-31 and page 44 lines 1-4). 

Further, WO 2002/060480 A1 teaches administration of CD2 binding molecule at a dose 
between about 0.001 and about 50 mg/kg body weight i.e. between 1 pg/kg and about 
50000 Mg/kg body weight (see in particular page 46, lines 14-17) that is identical to the 
dose given in the instant specification (page84). Further, given that the dose of WO 
2002/060480 A1 is identical to the dose of the instant specification, under the principles of 
inherency, if a prior art method, in its normal and usual operation, would necessarily 
perform the method claimed, then the method claimed will be considered to be anticipated 
by the prior art. When the prior art method is the same as a method described in the 
specification, it can be assumed the method will inherently perform the claimed process. 
See MPEP 21 12.02. 

The reference clearly anticipates the invention. 

9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented 
and the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claims 15-16 and 18-21 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
WO 2002/060480 A1 in view of U.S. Patent No: 4,980,358. 

The teachings of WO 2002/060480 A1 are described previously. 

WO 2002/060480 A1 does not teach monitoring and maintenance of absolute lymphocyte 
count to treat an autoimmune disease. 

The '358 Patent teaches treating autoimmune disorder (see in particular column 6, 2 nd 
paragraph). The '358 Patent further teaches that complete blood count determinations can 
be used to monitor the percentage of lymphocytes in peripheral blood, or to calculate the 
absolute lymphocyte count that can be used in monitoring efficacy of the composition used 
for the treatment (see in particular column 4, 2 nd paragraph). 

It would have been obvious to one of ordinary skill in the art at the time the invention was 
made to monitor the lymphocyte count, in the subject after administration of the CD2 
binding molecule because complete blood count determinations can be used to monitor 
the percentage of lymphocytes in peripheral blood, or to calculate the absolute lymphocyte 
count that can be used in monitoring efficacy of the composition used (i.e. CD2 binding) for 
the treatment as taught by '358 Patent. 

The ordinary artisan at the time the invention was made would have been motivated to 
monitor the lymphocyte count in the subject after administration of the CD2 binding 
molecule and to use maintenance therapy to treat psoriasis because complete blood count 
determinations can be used to monitor the percentage of lymphocytes in peripheral blood, 
or to calculate the absolute lymphocyte count that can be used in monitoring efficacy of the 
composition used (i.e. CD2 binding) for the treatment as taught by '358 Patent. 

From the teaching of the reference, it was apparent that one of ordinary skill in the art 
would have a reasonable expectation of success in arriving at the claimed inventions. 
Therefore, the invention as a whole was prima facie obvious to one of ordinary skill in the 
art at the time the invention was made, as evidenced by reference, especially in the 
absence of evidence to the contrary. 

10. Claims 13-14 and 47 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nizet et.al. (Transplantation. 2000; 69: 1420-1428) in view of WO 2002/060480 A1. 

Nizet et. al. teach anti-human CD2 monoclonal antibody LO-CD2a/BTI-332 (i.e. not a small 
organic molecule) to be a potent immunosuppressive agent and inducer of cell death (see 
in particular, abstract). Nizet et. al. further teach that the inhibition of cell activation by LO- 
CD2a/BTI-332 monoclonal antibody after allogeneic or OKT3 stimulation is due to an 
Fcgamma receptor dependent CD2 down-regulation and to T-cell depletion through an 
antibody-dependent cell mediated mechanism mediated by NK cells or activated 
monocytes. Further, Nizet et. al. teach that peripheral T-and NK-cell depletion was 



1 
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observed after In vivo treatment with LO-CD2a/BTI-332 monoclonal antibody (see in 
particular abstract). Nizet et. al. further teach that because of its role in T cell activation, 
the CD2 receptor has been considered a possible target for antibody-based therapy (se in 
particular page 1420, right hand column, 3 rd paragraph). Nizet et.al. further teach 

Nizet et. al. do not teach a method of treating an autoimmune disease by administering 
CD2 binding molecule. 

The teachings of WO 2002/060480 A1 are described previously. 

It would have been obvious to one of ordinary skill in the art at the time the invention was 
made to use anti-human CD2 monoclonal antibody LO-CD2a/BTI-332 as taught by Nizet 
et. al. for treating an autoimmune disease as taught by WO 2002/060480 A1 because anti- 
human CD2 monoclonal antibody LO-CD2a/BTI-332 (i.e. not a small organic molecule) is a 
potent immunosuppressive agent and CD2 receptor has been considered a possible target 
for antibody-based therapy 

The ordinary artisan at the time the invention was made would have been motivated to 
treat autoimmune disease as taught by WO 2002/060480 A1 with anti-human CD2 
monoclonal antibody LO-CD2a/BTI-332 as taught by Nizet et. al. because anti-human CD2 
monoclonal antibody LO-CD2a/BTI-332 is a potent immunosuppressive agent and CD2 
receptor has been considered a possible target for antibody-based therapy. 

From the teachings of the references, it was apparent that one of ordinary skill in the art 
would have a reasonable expectation of success in arriving at the claimed invention. 
Therefore, the invention as a whole was prima facie obvious to one of ordinary skill in the 
art at the time the invention was made, as evidenced by references, especially in the 
absence of evidence to the contrary. 

1 1 . Claims 27-30, 36 and 56 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
WO 2002/060480 A1 in view of Branco et. al. (Transplantation. 1999; 68: 1588-1596). 

The teachings of WO 2002/060480 A1 are described previously. 

WO 2002/060480 A1 does not teach a method of treating or ameliorating psoriasis by 
administering MEDI-507. 

Branco et. al. teach MEDI-507 to be a humanized mAb that binds specifically to the CD2 
receptor on T and NK cells (see in particular Discussion on page 1594). Branco et. al. 
further teach immunosuppressive effect of MEDI-507 and teach that MEDI-507 targeted 
cells are eliminated primarily by a nonapoptotic pathway, (see in particular Discussion on 
page 1594). Further, Branco et. al. teach MEDI-507 to be useful in situations where T cell- 
mediated inflammation and pathology is ongoing (see in particular page 1595, right hand 
column, last paragraph) and in autoimmune conditions such as psoriasis (see in particular 
page 1589, last line left hand column). 
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It would have been obvious to one of ordinary skill in the art at the time the invention was 
made to use MEDI-507 as a CD2 binding molecule for the treatment of an autoimmune 
disease as taught by WO 2002/060480 A1 because of immunosuppressive effect of MEDI- 
507 that can be used to treat conditions like psoriasis as taught by Bronco et. al. 

The ordinary artisan at the time the invention was made would have been motivated to use 
MEDI-507 as a CD2 binding molecule for the treatment of an autoimmune disease as 
taught by WO 2002/060480 A1 because MEDI-507 mAb has immunosuppressive effect 
that can be used to treat conditions like psoriasis as taught by Bronco et. al. 

From the teachings of the references, it was apparent that one of ordinary skill in the art 
would have a reasonable expectation of success in arriving at the claimed invention. 
Therefore, the invention as a whole was prima facie obvious to one of ordinary skill in the 
art at the time the invention was made, as evidenced by references, especially in the 
absence of evidence to the contrary. 

12. Claims 24, 31-35 are rejected under 35 U.S.C. 103(a) as being unpatentable over WO 
2002/060480 A1 and Branco et. al. (Transplantation. 1999; 68: 1588-1596) as applied to 
claims 27-30, 36 and 56 above, and further in view of U.S. Patent 6,582,698. 

The teachings of WO 2002/060480 A1 and Branco et. al. are described previously. 

WO 2002/060480 A1 and Branco et. al. do not teach testing therapeutic effect of treating 
psoriasis by Psoriasis Area and Severity Index (PASI) score. 

The '698 Patent teaches testing therapeutic effect of treating psoriasis by Psoriasis Area 
and Severity Index (PASI) score (see in particular column 11, last paragraph). The '698 
Patent further teaches that a decrease in PASI score indicates a therapeutic effect (see in 
particular column 1 1 , last paragraph). 

It would have been obvious to one of ordinary skill in the art at the time the invention was 
made to use Psoriasis Area and Severity Index (PASI) score as taught by the '698 Patent 
to test therapeutic effect of treating psoriasis as taught by WO 2002/060480 A1 and 
Branco et. al. because (PASI) scoring system is a way to determine the therapeutic effect 
in the treatment of psoriasis. 

The ordinary artisan at the time the invention was made would have been motivated to use 
Psoriasis Area and Severity Index (PASI) scoring system as taught by the '698 Patent to 
test therapeutic effect of treating psoriasis as taught by WO 2002/060480 A1 and Branco 
et. al. because (PASI) scoring system is a way to determine the therapeutic effect in the 
treatment of psoriasis. 

From the teachings of the references, it was apparent that one of ordinary skill in the art 
would have a reasonable expectation of success in arriving at the claimed invention. 



Application/Control Number: 10/091,268 
Art Unit: 1644 



Page 12 



Therefore, the invention as a whole was prima facie obvious to one of ordinary skill in the 
art at the time the invention was made, as evidenced by references, especially in the 
absence of evidence to the contrary. 

13. No claim is allowed. 

14. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Sanjoo Jalla whose telephone number is (571) 272-4453. The 
examiner can normally be reached Monday through Friday from 8:00 am to 5:00 pm. A 
message may be left on the examiner's voice mail service. If attempts to reach the 
examiner by telephone are unsuccessful, the examiner's supervisor, Christina Chan can 
be reached on (571) 272-0841 . The fax number for the organization where this application 
or proceeding is assigned is 571-273-8300. 

15. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information 
for unpublished applications is available through Private PAIR only. For more information 
about the PAIR system, see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic Business Center (EBC) at 866- 
217-9197 (toll-free). 



Sanjoo Jalla, Ph.D. 
Patent Examiner 
Technology Center 1600 
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